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§5501.108 Exception to the prohibition
against assisting in the prosecution
of claims against, or acting as an
agent or attorney before, the Gov-
ernment, applicable only to employ-
ees assigned to federally recognized
Indian tribes or Alaska Native vil-
lages or regional or village corpora-
tions pursuant to the Intergovern-
mental Personnel Act.

(a) 18 U.S.C. 205. Section 205 of title 18
of the United States Code prohibits an
employee, whether or not for com-
pensation, from acting as an agent or
attorney for anyone in a claim against
the United States, or from acting in
such capacity on behalf of another be-
fore any department, agency, or other
specified entity, in any particular mat-
ter in which the United States is a
party or has a direct and substantial
interest.

(b) Exception applicable only to employ-
ees assigned to federally recognized In-
dian tribes or Alaska Native villages or re-
gional or village corporations pursuant to
the Intergovernmental Personnel Act.
Notwithstanding the provisions of 18
U.S.C. 205, the Indian Self-Determina-
tion Act (26 U.S.C. 450i(f)) authorizes
Federal employees detailed or assigned
to Indian tribes or Alaska Native vil-
lages or regional or village corpora-
tions, pursuant to the Intergovern-
mental Personnel Act (6 U.S.C. 3372), to
act as agents or attorneys for, or ap-
pear on behalf of, such tribes or Alaska
Native villages or corporations in con-
nection with any matter pending be-
fore any department, agency, court, or
commission, in which the United
States is a party or has a direct and
substantial interest. Such employees
must advise, in writing, the head of the
agency, with which they are dealing on
behalf of an Indian tribe or Alaska Na-
tive village or corporation, of any per-
sonal and substantial involvement they
may have had as an officer or employee
of the United States in connection with
the matter concerned.

§5501.109 Prohibited outside activities
applicable to employees of the Na-
tional Institutes of Health.

(a) Applicability. This section does not
apply to special Government employ-
ees.

(b) Definitions. For purposes of this
section:

§5501.109

(1) Compensation has the meaning set
forth in 5 CFR 2635.807(a)(2)(iii).

(2) Continuing professional education
means a course, a program, a series of
courses or programs, or other edu-
cational activity provided to members
of a profession, as defined in 5 CFR
2636.305(b)(1), or academic discipline
and designed principally to maintain or
advance the skills and competence of
practitioners in a field of specialized
knowledge and to expand an apprecia-
tion and understanding of the profes-
sional responsibilities, fiduciary obli-
gations, or ethical aspirations incum-
bent upon members of the group. For
those members of a profession or aca-
demic discipline that does not subject
its members to licensure or continuing
education requirements, the term con-
tinuing professional education includes
those educational activities that exem-
plify a purpose and content similar to
those offered to or required of members
of a licensed profession.

(3) Data and safety monitoring board
(DSMB) means a board, committee, or
panel constituted in connection with
an ongoing clinical study and com-
prised of individuals, other than the
study sponsors, organizers, and inves-
tigators, who possess expertise in rel-
evant specialties and disciplines, such
as trial design, biostatistics, and bio-
ethics, and who review accumulating
safety and outcome data in order to en-
sure the continuing safety of the par-
ticipating human subjects and of those
yet to be recruited, and to assess the
continuing validity and scientific
merit of the investigation.

(4) Educational activity provider means
a supported research institution or a
health care provider or insurer that
presents Grand Rounds or offers ac-
credited continuing professional edu-
cation (or, in the case of a profession or
academic discipline whose members are
not subject to licensure and which does
not have program accreditation re-
quirements, an education program de-
termined by the designated agency eth-
ics official or his designee or, in con-
sultation with the designated agency
ethics official or his designee, the NIH
Director or the NIH Director’s designee
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